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January 7, 1983

Deer Dr, Noviich:

Those comments are pr*zv"t

panciamine and anticipat

phenyipropaaclamine was ext
th

elvsion resched that

ed with respect to the OTC decongestant phenylpro-
gs tive ageney action, Voluminous data on

ensively reviewed by the OTC Cough/Cold Panel and
e ng‘%dwm is Gensrally Recognized as Safe and

feetive, These conclusions were published in the proposed mom.«gragh dated
soteinber 9, 1976,

h publication, some concern apout the safety of the ingredients
ney's 'ﬁw ytion, It is legitimate to say, this concern has

t‘f* "logk-alike" issue. f"v“-re have een :‘ﬂpo ts of serious

n the 00713hm§)t10r‘ of excesy vo doses of thesc triple

l.pz' sanolamine, «,f‘ sdrine and caffeine) which were not
wwoduets under the proposed monograph,

anpropriate aetion {though late) in 1982 when it issued a
thesc look-alike products new drugs. 3ince that time, the
L actively involved in eliminating the sources of s appl: of t
logk-alilze rodeets and 1t would be roelistie fo Botic ipate adverse reaclion reports
i 146 in the wake of these actions.

Phanylpropanclamine is a safe and effective nasal decongestant which has been
f‘&”"‘"; uses for 40 years under legitimate conditions, Let s not permit past
idegitimata or excessive uses of the fngredient to adversely influence the
momentum in decisio makmv nrocesses when considering the {future medically
important uses and 1 co'rrut on of safety and efficacy.

Sincerely,
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